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Dear p:- ^I xm-zJ----. ._.
311 UT 1v1auam:

I wish to comment on the FDA proposed  rule entitled “Suitablility Determination for Donor of Human,, .,..,. I-_ _. .~...  : . ..._, .,_ .I
Cellular and Tissue-Based  Products”.

mlmally  is vague and open to subjective,  ever changing definitions;
0’ the term ma&ulated  is a&o yague and open to subjective  interpretation;
. .-... I._ ,.

‘. these  proposed terms s&$l  ljekiitiinated  z$ @y add nothing to the proposed rule andnothing to do ~t~.;2;;;nor sujii6i~~---  -.----- ” have

mtrmges on the practice  of medicine.Cl”“. * ~’ - - How a doctor decides.  to use a device should
l homologous  is vague-and  open to subjective  interpretation*^ .,...
l the term “use” ’ * ’

., _ ”

not affect lid% is regulated.
. the entire term should be eliminated;
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distincL+n  uemg maae;
l imp&uenWdti oWi&

_.- -r .- ^ - -_.  _I -‘Iu v Ull=aL Lu UI~ puuln:  IKUI~ wlcn rnese rlssues 10 warrant  this type of te& bkihg used or
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term and its subsequent regulation may &&& availability  as tissueI nri. .

Ised tile.

banks try to comply with new r UA rules.

I use allograft bone tissue in my practice&d  do not wish its supply to be curtailed through excessive and
unnecessary-government regulation. I see no added benefit to having these defi&ti+iti  the prop<

~7 n~+;~n+~  ha--fit fro@ my use of allograft  bone id treat a wide variety  of’conditions, some of which have no
1 lXK13~0J aj&&tiv&

._TL- . n this proposed  rule.Thank you for the opportunlry 10 comment o

Sincerely,

UI WK  MIW *) wre zuu * sari HntOnIo,  lexas 78258 l (210) 495
Satellite  offices located in Beeviile, Corpus Christi, Kerrville,  Laiedo, New’& YUI 14*1-,  “aI t I”.-. --- -. .- . ._._~ ,u



i”!

i


